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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIU3A

Page 1l of 3/ Crp.1u33

AHaJUTHHeCKHH oTyeT No

Product : Nise tablets 100 mg

IMpoaykr :  Haiz. tadnerkn 100 mr

Batch No / 1 V2202404 Batch Quantity / : 50,00,000 tablets /
Cepus Ne O01neM cepun 50,00,000 TabneTok
Analytical Report No / : 890001630941 Date of Analysis / : 28.11.2022

JlaTa apanusa

JlaTa npon3BOACTEA

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP. 2025

Toaen no (BKII)

Analysis performed according to ND / Ananiu3s nposejeu 1o HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

I_ Ne "~ Test/ IlokaszaTenb

1 |Description/ Onucaunne

Result / PesynbTaThl | Specification / Hr_:pma_ -'
Complies / CooTBETCTBYET Yellowish white round biconvex tablets with

smooth surface. / bBenble ¢ XenTOBaThIM
OTTEHKOM KPYT/ble ABOSKOBHIMYKIIbIE TAGNETKM
C INIAIKOH MOBEPXHOCTHIO.

() ‘

Identification /
IlopgMHHOCTH

Complies / CooTBeTcTBYET The retention time of principal peak in the
chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynepxnuBaHus OCHOBHOIO
NuKa Ha  XpOMATOrPaMME  HCIIBITYEMOTro
pacTBopa HOJKHO COOTBETCTBOBATH BPEMEHH

M OJHOPOAHOCTb MACChI

yIepKUBaHHUS OCHOBHOTI'O nuka Ha
XpoMaTorpamMMe  pacTBOpa  CTaHAapTHOTO
obpasua HUMeECYNTHIa (pazaen
«KoanyecTBEHHOE OTIPEIEICHHE)
3 | Average weight and mass 309.0 mg/309.0 mr 310 mg = 5.0% /310 Mr+ 5,0 %
Enifonmit/CpentssMacca Complies / CooTBeTCTBYET 18/20 tablets — NMT £ 5 %/

18/20 Tabnetok — He 6onee £ 5 %

2/20 tablets — NMT = 10 %/
2/20 Tabnerok — He Gosiee £ 10 %

4 | Dissolution / PactBopenue

94%, 95%, 93%, 95%, 94%, 96% | Not less than 75 % (Q) of labeled amount of
C13H12N-05S Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHansHoro conepxkanus CisHipN20sS
(uumecynun) yepes 45 MUH.

5 | Water / Bopa | 2.6 % Not more than 6.0 % w/w / He 6osee 6,0 %
Remarks: The Product conforms td ND/ Conclusion: APPROVED /
Ipumeuanne: [TponykT cootsetcTByeT TpeboBanuam HL 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IoarorosneHo: Shivani Devi IIposepeHo: Ramaka‘int Ono6bpeno: Meremkep / PyxoBonurens

T Amit kumar J
Al B> S —
Print Date / Print Date / Print Date/ '
Hata: 28.11.2022 Hara: : 28.11.2022 Jara : 28.11.2022
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Dr.Reddy’s Qi‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIH3A

Page2 of 3/ Crp.2 u33

Product Nise tablets 100 mg

IMpoaykT Haiia®, tabnerku 100 mMr

Batch No / 1 V2202404 Batch Quantity / + 50,00,000 tablets /
Cepus Ne Oobem cepun 50,00,000 Tabnerok
Analytical Report No / : 890001630941 Date of Analysis / : 28.11.2022
AHasuTUYECKHIi oTHeT Ne Jata aHaau3a

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP. 2025

JlaTa npou3BoOJICTBA Foaen no (Bra)

Analysis performed according to ND / Ananu3s nposeaen no HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020)

Test / IlokazaTeanb

| Result / Pesyanrathi

Specification / Hopma :

N |
6

Related substances / PoacTeeHHble npumMecH

'Rurity A/ Tlpumecs A

Less than LOQ (LOQ: 0.0057%)

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Impurity B / IIpumecs B 0.03%
Impurity C / Tlpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Tlpumecs D Below limit of detection (LOD: NMT 0.20 % / He 6oxee 0,20 %
0.0049%
Impurity E / ITpumecs E % NMT 0.20 % / He Gonee 0,20 %
Not Detected
Impurity F / IIpumeces F NMT 0.20 % / He Gonee 0,20 %
Not Detected
Any unknown individual 0.01 % NMT 0.20 % / He 6onee 0,20 %
impurity / EqunnuHas == it
HengeHTuuLIMpyeMan
npUMech
Total impurities / Cymma 0.04% NMT 1.5 % / He Goxee 1,5 %
npuMecer
"7 | Uniformity of dosage units / 2.5 Acceptance value (AV) should be not more
OAHOpPOIHOCTH A03MPOBAHNS than 15.0 / IToka3aTens npuemiaemMocth (AV)
nomkeH 6uITh He Gonee 15,0
8 | Microbial limits / MuxpoGuoaoruyeckas 44cToTa

a) Total aerobic microbial
count / Obiee uMcno

a3pOOHBIX MHUKPOOPraHW3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g/
He 6osee 1000 KOE/r

Remarks: The Product conforms to ND /
IMpumeuanne: [IPOAYKT COOTBETCTBYET TpeDOBAHNAM HJ1

Conclusion: APPROVED /
3axmouenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosneno: Shivani Devi ITposepeno: Ramakant} Onobpeno: Menemxep / PyxoBomuTens
- .
g Amit kumar - =
Print Date / Print Date / Print Date / :
JMarta: 28.11.2022 Jlara: : 28.11.2022 Tlara : 28.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L§5195AP1984P1LC004507
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Dr.Reddy’s ‘
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJI,

A

Page30f3/Crp.3u33

Product Nise tablets 100 mg

Ipoaykt Haitz®, tadnerku 100 mr

Batch No / 1 V2202404 Batch Quantity / + 50,00,000 tablets /
Cepnsi N O0bem cepuu 50,00,000 TabneTox
Analytical Report No / : 890001630941 Date of Analysis / : 28.11.2022
AuanuTH4yecKuii oTyeT Ne JlaTra aHann3a

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP. 2025

JlaTa npoH3BOJACTEA |T"onen 1o (BKJT)

Analysis performed according to ND / Ananu3 nposejex no HJI: T1N012824/03-140119 (amend Ne | from 08.06.2020 /
wam. N 1 oT 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

| ~ Specification / anma_

N | Test/Ilokazarennb Resumesyn BTATHI _ _
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O61ee uucno Menee 10 KOE/r He Gonee 100 KOE/r
JPONCKEBBIX M MIIECHEBBIX
rpubos
¢) E. coli Absent / Shall be absent in 1g/ B
OTcyTcTBYET JIOMiKHBI OTCYTCTBOBATh B 1 T
9 | Assay/ KonuuecTBeHHOE 98.6 mg/98.6 mr Not less than 90.0 mg and not more than
ompeaeseHue 110.0 mg Cy3H;>N205S Nimesulide in tablet /
Or 90,0mr gpo 110,0wmr C13H2N-0OsS
(amumecynun) B TabneTke
10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1,2,3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Ilo 10 Tabnerox B|carton. / Ilo 10 Tabnerox B nBXx /
TIBX/amomunuues oM Gnucrepe. [1o 2 | amOMHUHUEBOM Gmmctepe. o 1, 2, 3 um 10
GimcTepa BMECTe ¢ MHCTpYKUMeH 1o | GnucTtepos  BMecTe  C MHCTpYKLMEH MO
TPHMEHEHHIO B N[a9Ky KapTOHHYIO. | MPUMEHEHHIO B NAYKy KAPTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND / ]
CooTtreTcTByeT TpeOOBAHUAM B coorsercteuu ¢ HJJ
— I — 4
12 |Storage conditions / Store protected from light below 25°C / B 3amMILEHHOM OT CBETa MeECTe IpH
XpaHenue Temneparype He Bolle 25°C

Shelf life / Cpok rognocT

3 years / 3 ropa

Es

Remarks: The Product conforms to ND /
TIpumeuanne: [IPOLYKT COOTBETCTBYET TPEOOBAHUAM HJ

Conclusion: APPROVED /
3axmwuedue: OJJOBPEHO

Prepared by /
IMoxrotorneno: Shivani Devi

-

A

Checked by /
I[TposepeHo: Ramakant

Approved by: Manager / Executive /
Ono6peno: Menemkep / PykoBoauTeb

Amit kumar D V -

Print Date /
Jata: 28.11.2022

Bl
Print Date / '

Hara: : 28.11.2022

Print Date /
Jara : 28.11.2022
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